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510(k) Summary - K963257

The Arrow Peripherally Inserted Midline Catheter is made of polyurethane material that is
similar to our existing PIC catheters. The midline catheter will be available in both single and
double lumen configurations, several trimmable and non-trimmable lengths, and the option of
inserting with or without a placement wire.

The device has comparable technological characteristics to several predicate devices. For the
purposes of this submission, the Arrow Midline Catheter is compared to the Menlo Care
Landmark Catheter in terms of the following nonclinical test results:

Flow rate test
Priming volume test
Flex modulus test
Burst pressure test
Tensile strength test

The device also meets all biocompatability requirements.
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